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September 16, 2010
AGENDA

The committee will discuss the available safety and efficacy data for supplemental new drug application (SNDA)
21-897/015, VIVITROL (naltrexone for extended-release injectable suspension) sponsored by Alkermes, Inc., for

the treatment of opioid dependence.
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Clarifying Questions

BREAK
FDA PRESENTATION

Presentation of Safety of Vivitrol
For Opioid Dependence

Summary of Clinical Pharmacology of
Vivitrol

Presentation of Efficacy of Vivitrol
For Opioid Dependence

Summary of Clinical Site Inspections

Dealing with Foreign Clinical Trial
Data in the Review Process: Some
Experience and the Role of The
International Conference on
Harmonisation of Technical
Requirements for Registration of

Pharmaceuticals for Human Use: Ethnic

Factors in the Acceptability of Foreign
Clinical Data (ICH E5) Guidance

Clarifying Questions
LUNCH

Open Public Hearing
Charge to the Committee

Panel Discussion and Questions to the
Committee
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Panel Discussion and Questions to the
Committee
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